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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1. A request for continued examination under 37 CFR 1 .1 14, including tine fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 20 
January 2009 has been entered. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claim 21 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. The phrase "having common distal ends" is unclear and 
renders the claim indefinite. There are various definitions of the term "common" and 
when used in the manner as claimed it is unclear which definition is intended. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
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the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claims 21, 22, 24, 31-33, 36 and 41-45 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Gershony et al. 5,626,601 . 

Gershony et al. discloses a device comprising: a housing comprising an outer 
tube 61 and an inner tube 86 having common distal ends (the distal ends of both tubes 
are in the same location and thus are common), the inner tube having a lumen 80 and a 
plurality of lateral openings 81 in fluid communication with the outer tube, the lumen 
configured to receive a volume of blood and a blood congealing agent to form the 
autologous plug; and a closure element 71 . Gershony et al. further discloses the 
housing comprising a second lumen (lumen of introducer 61) defined by an annular 
interstice between the outer tube and the inner tube, the second lumen being in fluid 
communication with the lumen of the inner tube. Gershony et al. further discloses the 
autologous plug formed in the lumen having a length and a form factor that causes the 
autologous plug to engage tissue surrounding the puncture tract after extrusion of the 
plug into the puncture tract (Abstract). Gershony et al. further discloses the blood 
congealing agent being pre-disposed within the lumen, coated onto an interior surface 
of the lumen, and being introduced through the plurality of openings (Col. 2 II. 29-39). 
Gershony et al. further discloses the blood congealing agent being thrombin (Col. 6 II. 
13-18). Gershony et al. further discloses the port 79 being an injectate port through 
which the coagulant is injected into the system. Gershony et al. further discloses the 
inner tube being fixed relative to the outer tube (Fig. 5, the inner tube is fixed laterally 
relative to the outer tube). Gershony et al. further discloses the inner tube being 
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disposed witliin tlie outer tube (Fig. 5). Gershony et al. furtlier discloses tlie closure 
element being at least partially within the inner tube (Fig. 12). Gershony et al. further 
discloses a port 98 in the housing that is in fluid communication with the second lumen. 
Gershony et al. further discloses the lateral opening being disposed through and along 
the axial length of the inner tube (Fig. 12). 

However, Gershony et al. does not disclose the a plunger disposed within the 

lumen. 

It would have been obvious to one having ordinary skill in the art at the time of 
the invention to modify the device of Gershony et al. by connecting a syringe to the 
injectate port of Gershony et al., the syringe including a plunger, in order to inject the 
congealing agent through the lateral openings. 

6. Claims 21 , 25, 26, and 37-40 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Zhu 20020072767 in view of Kensey et al. 5,545,178. 

Zhu discloses a device comprising: a housing comprising an outer tube 72 and 
an inner tube 86, having common distal ends (the distal ends of both tubes are in the 
same location and are thus common), the inner tube having a lumen and a plurality of 
lateral openings 92 in fluid communication with the outer tube, the lumen being 
configured to receive a volume of blood and a blood congealing agent (p. [0062]) to 
form the autologous plug (Fig. 6); and a plunger disposed for translation within the 
lumen to extrude the autologous plug formed within the lumen (Fig. 9). Zhu further 
discloses the blood congealing agent comprising a matrix 80 consisting of 
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biocompatible foam and comprising at least one channel therethrough (p. [0062], Fig. 
6). 

However, Zhu does not disclose a closure element configured to be Inserted from 
the housing Into the puncture tract and to Isolate the volume of blood mixed with the 
blood congealing agent from the vessel during formation of the autologous plug from the 
volume of blood by action of the blood congealing agent, the closure agent comprising a 
pledget and thread and the thread or pledget being biodegradable. 

Kensey et al. discloses a closure element 38 configured to be Inserted from the 
housing into the puncture tract and to isolate the volume of blood mixed with the blood 
congealing agent from the vessel during formation of the autologous plug from the 
volume of blood by action of the blood congealing agent, the closure agent comprising a 
pledget 38 and thread 42 and the thread or pledget being biodegradable (Col. 8 I. 60, 
Col. 9 I. 35). 

It would have been obvious to one having ordinary skill in the art at the time of 
the invention to modify the device of Zhu with the pledget and thread of Kensey et al. In 
order to block the opening as taught by Kensey et al. (Col. 5 II. 47-49). 
7. Claims 34 and 35 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Zhu in view of Kensey et al. and further in view of Greenhaigh 6,391 ,037. 

Zhu in view of Kensey et al. discloses the invention essentially as claimed as 
discussed In claim 21 above. 

However, Zhu In view of Kensey et al. does not disclose the blood congealing 
agent comprising a platinum or thermo-reslstlve wire. 
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Greenhaigh discloses a platinum and thermo-resistive wire to clot blood (Col. 1 I. 

52). 

It would have been obvious to one having ordinary skill in the art at the time of 
the invention to modify the device of Zhu in view of Kensey et al. with the wire of 
Greenhaigh in order to promote blood clotting. 

Response to Arguments 
8. Applicant's arguments with respect to claims 21 , 22, 24-26 and 31 -45 have been 
considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

Any Inquiry concerning this communication or earlier communications from the 
examiner should be directed to GREGORY A. ANDERSON whose telephone number is 
(571 )270-3083. The examiner can normally be reached on Mon-Thurs 9:30am-3:00pm 
EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571 ) 272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Gregory A Anderson/ 

/(Jackie) Tan-Uyen T. Ho/ 

Supervisory Patent Examiner, Art Unit 3773 



